
Food and Drug Administration 
Cincinnati District Offica 
Central Region 
675t Steger Drive 
Cincinnati, OH 45237-3097 
Telephone: (513) 679-2700 

FAX: (513) 679-2771 

February 1 j 2002 

John 3. Gerlach, J”., CEEO 
Lancasrer Colony 
37 TN, Broad Street 
t”oh.mbus, Ohio 432154132 

Re.: Quality Bak3-y Company T. Marzetti Distribution Center 
50 N. Glenwood Avenue 5300 North Meadows Drive 
Columbus, Ohio Grove City, Ohio 

Dear ?fir. Geriach: 

9x& z.n inspection on 4.ugust 29-5 1; 201 of :he referenced zompanies that are owned ‘ov vour 
ihn. i3ur TV - il~~estigatcr zoilected Iabeis for caviar products that are ,manufactured and ciis$bkxed 
by the companies. Our review of the label i sollecred for the product listed beiow shows thar it 
causes she product to be in vioixion of Se&n 40; of ihe 
pte Xc:) and Title 2 I, Code of 

Federal Food, Drug, md Cosmetic Act 
Federal Rieeularions ICFR): Part 101- Food Labeling as follows~ 

Tnz above producl is misbranded within the meaning of Section 403(i)(3) because ir contains 
color ingredients in addition to FD&C Yellow No. 5 and the label fails to deciare the presence of 
these other colors as -a itiquired by Sections 40?(i)(3) of the Act and 3 1 CFR 10122(k). FDA 
la’borarory analysis of the caviar found the product to contain coIor additives that are subject to 
certification by FDA. Certified colors must be declared in the ingrediem statement in 
descending order of predominance by their common or us& name (e.g., FD&C Blue No. 1, Red 
No. 10, Yeilow No. Yj. 

Ti;e FDA inspection aiso revealed tha1 your fi has serious deviarions Tom “the Seafood 
EXCCP regulations, Title 2 1 Code of Federal Rezuiations, Part 123. These deviations cause 
your fizr’s Black %%itetYsh Caviar, Slack Lump&h Caviar, and Red Lumpfish. Caviar to be 
adulterated within the meaning of Secrion 402(a)(4) of the Federal Food, Drug, and Cosmetic 
Act (the Act). - 



You must have a HACCP pian that iisrs +he food safety hazards that are reasonably likely to 
occur, to comply with 2 1 CFR I”” .d .i;(cj( 1). However, your fi’s HACCP plans for pastetized 
Whitefish (Caviar) and Pasteurized Lumpfish (Caviar) do not Iist the food safety hazard of 
ivlergens/Additives. Your firm adds FD&C Yellow No . 5 to vour caviar products and has listed ; 
that additive on the Iabeling of your products. You must include controls in your plan to assure 
that aU of your products that include FD&C Y-e!low No. 5, regardIess of the concentration, are 
appropriateIy labeled. 

You must aIso have a EACC? plan mar lists the critical control points, to comply with 21 CFR 
123(c)(3). However, your fim’s HACCP phns for Pasteurized Whirsfish (Caviar) and 
Pasteurized Lumpfish (Caviar) do nor Iisr the critical controi points of Receiving and 
Ref?igerated Storage to control the focd safety hazard of pathogen growth and toxin rbmation. 
During processing, caviar is subjected to sign&ant manipulation by hand, xhich ailows for the 
introduction of Staohv!ococcus aureus into “he roe and caviar. Salting reduces competitive 
-microorganisms and creates addirionai opportunities for 5.. aureus, which is rolerant to increased 
salinity, to reproduce and produce toxins that are heat stable. Your firm must assure that tie 
products you receive have been adequa~eiy cooled durin 
pathogen grow&. 

g transport and storage to prevent 

The above violations are not -meant to be an aii-inciusive list of deficiencies on your labels or in 
your seafood yE-AA,CC? plans. You are responsible for 
operates in compliance 

ensuring that yotir processing plant 
with the Act, the Seafood X4CCP reguiations, and the Good 

Manufacturing Practice reguiations (31 CFR I 10). Gther label violations can subject your food 
products to iegaI action. It is your responsibiiity to assure that ail of your products are labeled in 
comp!iance witi ai1 I applicable sratures enforced by FDA. You aiso ha ve rhe resnonsibiiity to 3se 
procedures to nrevent fur&er violations of <he ?<deral Feed, Drug, and Ccsmeric -AU anC ail 
applicable regulations. 

yv’a b request t!lat you take prompt &on co ccilect These vioiations. F&ire -0 achieve prompt 
corrections may resul-t in e‘ln50rcement action juch as seizure and/or injuuncticn being initiated by 
FDA withcur fixther notice. 

P!tase notify this o&e in wrriing wirhin Eteen (15; wo&ing da;is of receipr of tI& letter of the 
specific sreps you have caken to correct tIIe noted violations, including an expianation of each 
step being taken to prevent &e recurrence of si,milar violations. Ycur resconse should aiso 
outline the Apec*Xc things you are doing‘to ccirecl: your Seafood E-KCCP d&iations. You may 
wish to include in your response documentation such as corrected IXACCP plans. test results, 
and/or other use&I infolrmation that would assist us in evaluating your corrections. If corrective 
action cannot be completed within fifteen (15) working days, state the reason for the delay and 
the time within which the corrections w-ii1 be completed. 



Your response to this Vaming Lztter should be sent to Evelyn D. Fomey, Compliar;ce G&e:, 
Food and Drug k!ministration, 675i Steger Drive, Cincinnari, Ohio 45237-3097. 

/ 
I-lenrv L. Fielder_ 5 

DistAr Dkector 
Cincinnati District 

Cc: Lzy G. Xoble, President 
T. Marzeti Company 
3 8 3 8 Indianola Avenue. 
Columbus, Ohio 43232 
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